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record management

policy

(Insert manufacturer name) maintains a records management system to facilitate the review of records pertaining to a product prior to distribution and for follow up and investigation. The system facilitates tracking of the product from donor selection to the recipient or final disposition and tracing from the recipient or final disposition to the donor.

Records are managed and maintained in such a way as to ensure their integrity, preservation and confidentiality. All patient related information is considered personal and confidential, in accordance with the (Insert organisation confidentiality and privacy policy name) and Commonwealth National Privacy Principles.  

Records are maintained in a way that is retrievable. The primary record format used is hard copy. Electronic records are used as secondary records.
Scope

All facility, manufacturing, personnel and quality management records. 
definitions

Record: Documented evidence that activities have been performed or results have been achieved. A record does not exist until the activity has been performed. 

Electronic Record: A record or document consisting of any combination of text, graphics or other data that is created, stored, modified or transmitted in digital form by a computer. 

Responsibilities

· All (Insert manufacturer name) personnel are responsible for recording their activities, as required by documented procedures, in accordance with good record keeping practice (see below). 

· The Facility Director (Production Manager) and Scientist in Charge are responsible for:

· maintaining personnel training records
· reviewing facility maintenance, manufacturing and testing records 

· The Quality Manager and Quality Coordinator are responsible for reviewing quality management records.

record keeping practice

Records should be:

· Accurate

· Legible

· Made using a permanent medium (ie not pencil)

· Identifiable to a specific task and identify the person responsible for critical processes

· Made at the time the task is performed, or as close as practicable.
When corrections are made to records:

· Corrections to be made by single line through the original entry. The change should not make the original entry illegible, or erase or delete it.

· Write correct entry alongside.

· Sign or initial and date the correction.

RECORD MAINTENANCE

· Hard copy records are stored in designated files in the (Insert manufacturer name) offices. The storage locations are serviced by a pest control company on an annual basis.

· Records requiring confidentiality are stored in secure locations accessible only to nominated authorised personnel.

· (Insert manufacturer name) does not maintain any critical electronic records systems. Implementation of the (Insert quality management system name) software for quality management records commenced in (Insert quality management system commencement date (month, year)) and implementation of the (Insert manufacturing management system name) software for manufacturing records commenced in (Insert manufacturing management system commencement date (month, year)). In both cases, hard copy records continue to be maintained and the software applications are not used to make decisions, perform calculations or create/store information used in critical processes. Access to the (Insert names of quality and manufacturing management systems) applications is controlled.

· Electronic records are stored on the (Insert organisation name) local area networks administered by (Insert network administration department name). The network is backed up daily. In the event of a network failure, hard copies of all procedures and records are available on site. Facility operation will not be affected. 
RECORD TYPES

The following records are maintained. The storage location is identified in the relevant procedure.

Processing Facility

· Facility qualification and re-certification

· Environmental monitoring

· Cleaning

· Pest control

· Equipment selection, receipt and implementation

· Equipment quality control, maintenance and servicing

Personnel 

· Document review and acknowledgment of procedure changes

· Training and competency 

· Professional development

· Performance management 

· Signature and authorisation registers

Materials and Reagents

· Materials selection, control and receipt

· Reagent preparation

· Testing and evaluation

Product

A folder is established for each product donor and identified by either the donor name, or in the case of heart valves, by the assigned valve number. Each donation is assigned a unique donation number. The following records (where appropriate) are maintained in the folder:

· Donor consent 

· Donor referral and assessment 

· Retrieval/collection 

· Product receipt 

· Product processing 

· Infectious disease screen results (mandatory and non-mandatory tests)

· Microbial contamination test results

· Product release 

· Requests for product

· Product distribution and transport (including the temperature monitoring record)

· Product usage/implantation form

· Recipient information and/or operation report

· Product disposal

Storage

· Cryopreserved product inventories

· Retention sample inventories

Quality Management

· Management review (e.g. Management Review meeting, Staff meeting and Executive Management Committee meeting). 
· Compliance management:

· Validation reports. 
· Risk assessment and management records. 

· Internal audit reports and responses. Hard copies are filed 
· TGA audit reports, responses and correspondence. 
Finance and Service Agreements

· Service agreements with other departments or external agencies.
· Invoices and payments. 

record Retention 

All records relating to patient/donor product are retained on file in a secure location for a minimum of 20 years from the date of manufacture.

Records relating to quality control, personnel training or competency, facility maintenance and facility management are retained for a minimum of 10 years.  
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